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Draft guidance for industry
Cooperative manufacturing arrangements for licensed biologics
(Docket number: 990092013)

Dear Dr Yetter

Lonza Biologics are pleased to have the opportunity to comment on the above
draft Guidance for Industry.

Lonza Biologics find the guidance document extremely useful as it provides clear
guidance and alleviates many of our concerns regarding shared manufacturing
arrangements versus contract manufacturing arrangements. Lonza Biologics
believe that its mode of operation fits well within the description of a shared
manufacturing arrangement and intends to actively encourage clients to enter into
this type of arrangement. Many clients are willing to enter into this type of
arrangement, however, some are expressing concern with regard to the labelling
requirements, where the name(s), address(es) and licence number(s) of preceding
intermediate product manufacturers participating in the shared manufacturing
arrangement must be included in the description section of the product package
insert.

Lonza Biologics would be grateful if CBER could review the requirement to identify
the shared manufacturer in the package insert. Your views are welcomed such
that Lonza Biologics are in a position to discuss this with our clients.

Yours sincerely
lonza biologics plc

e Hlaa

Lynne Hill M R Pharm S
Director of Quality and Requlatory Services
Authorised Official
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